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John L. Beghin, M.D. John A. Shay, M.D

Decenber 3, 1999

Docunent Managenment Branch (HFA-305)
Food and Drug Adm nistration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

RE: Docket Nunber 97N-484S
Dear Sirs:

The proposal referenced above would allow the FDA to regulate sone
tYPeS of allograft as nedical devices. | oppose FDA regulation of
allograft. My practice consists exclusively of |unbar spine surgery
and over the past 15 years | have utilized many hundreds o

structural allografts provided by various bone banks to the benefit
of ny patients. | have not experienced any significant problens
wth any of these products and | believe that regulation would
i npose unreasonabl e financial burden on the bone banks to satjsfy
FDA's prenmarket requirenents. The requirenent to sponsor clinica

trials and submt |engthy regulatory docunents woul d sinply cause
the bone banks to discontinue availability of these val uable
product s. Patients would be harned. In ny experience there is
currently no problem requiring the heavy hand of regulation

Si ncerely,
John L. Beghin, M D.
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Doncument Managenent Branch (HFA-305)

Food and Drug Admi nistration
5630 Fishers Lane
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